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GENTAM CI N SULFATE OPHTHALM C SCLUTI ON USP, 0. 3%
GENTAM CI N SULFATE OPHTHALM C O NTMENT USP, 0. 3%

DESCRI PTI ON

Gentamcin sulfate is a water soluble antibiotic of the
am nogl ycosi de group.

Gentamcin sulfate ophthalmc solution is a sterile, agueous
solution buffered to approximately pH 7 for ophthal mc use.
Each nL contains gentamcin sulfate USP (equivalent to 3 nyg
gentam cin).

CGentamcin sulfate ophthalmc ointnent is a sterile ointnment for
ophthal mc use. Each gram contains gentam cin sul fate equival ent
to 3 ng gentamcin.

[ nclude the nanes of all inactive ingredients per CFR
201.100(a)(5)].

CGentamcin is obtained fromcul tures of M cr onbnospor a pur purea.
It is a mxture of the sulfate salts of gentamcin C ., C,, and
Ca. Al three conponents appear to have simlar antimcrobial
activities. Gentamcin sulfate occurs as a white to buff powder

and is soluble in water and insoluble in alcohol. The structural
formula is as foll ows:
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CLI Nl CAL PHARVACOLOGY

M cr obi ol ogy:

Gentamcin sulfate is active in vitro against nmany strains of the
fol | owi ng m croor gani sns:

St aphyl ococcus aureus, Staphyl ococcus epidermdis,

Strept ococcus pyogenes, Streptococcus pneunoni ae,

Ent er obact er aerogenes, Escherichia coli, Haenophil us

i nfl uenzae, Kl ebsiella pneunoni ae, Nei sseria gonorrhoeae,
Pseudononas aer ugi nosa, and Serratia narcescens.

| NDI CATI ONS AND USAGE

CGentamcin sul fate ophthal mc solution/ointnent is indicated in
the topical treatnment of ocular bacterial infections including
conjunctivitis, keratitis, keratoconjunctivitis, corneal ulcers,
bl epharitis, blepharoconjunctivitis, acute nei bomanitis, and

dacryocystitis, caused by susceptible strains of the follow ng
m cr oor gani sns:

St aphyl ococcus aureus, Staphyl ococcus epidermdis,

St rept ococcus pyogenes, Streptococcus pneunoni ae,

Ent er obact er aerogenes, Escherichia coli, Haenophil us

i nfl uenzae, Kl ebsiella pneunoni ae, Nei sseria gonorrhoeae,
Pseudononas aerugi nosa, and Serratia narcescens.

CONTRAI NDI CATI ONS
CGentamcin sul fate ophthal mc solution/ointnent is

contraindicated in patients with known hypersensitivity to any of
t he conponents.

WARNI NGS
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NOT' FOR | NJECTI ON | NTO THE EYE

Gentamcin sul fate ophthal mc solution/ointnent is not for
injection. 1t should never be injected subconjunctivally, nor
should it be directly introduced into the anterior chanber of the
eye.

PRECAUTI ONS
CGener al

Prol onged use of topical antibiotics nay give rise to overgrowh
of nonsuscepti bl e organi sns including fungi. Bacterial

resi stance to gentamcin may al so develop. [If purul ent

di scharge, inflamrati on or pain becones aggravated, the patient
shoul d di scontinue use of the medication and consult a physician.

If irritation or hypersensitivity to any conponent of the drug
devel ops, the patient should discontinue use of this preparation
and appropriate therapy should be instituted.

ohthal mc ointnments nmay retard corneal healing.
I nformation for patients:

To avoid contam nation, do not touch tip of container to the eye,
eyelid or any surface.

Car ci nogenesi s, Miutagenesis, Inpairnent of Fertility:

There are no published carcinogenicity or inpairnent of fertility
studi es on gentamcin. Am nogl ycosi de anti biotics have been
found to be non-nut ageni c.

Pr egnancy:

Pregnancy Category C. Gentam cin has been shown to depress body
wei ghts, kidney weights and nedi an gl onerul ar counts in newborn
rats when adm nistered systemcally to pregnant rats in daily

doses approxi mately 500 tines the nmaxi mumrecomended opht hal mc
human dose. There are no adequate and well-controlled studies in
pregnant wonmen. Gentamcin shoul d be used during pregnancy only
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if the potential benefit justifies the potential risk to the
f et us.

ADVERSE REACTI ONS

Bacterial and fungal corneal ul cers have devel oped during
treatment with gentamcin ophthal mc preparations.

The nost frequently reported adverse reactions are ocul ar burning
and irritation upon drug instillation, non-specific
conjunctivitis, conjunctival epithelial defects and conjuncti val
hyperem a.

QG her adverse reactions which have occurred rarely are allergic
reactions, thronbocytopenic purpura and hal | uci nati ons.

DCSAGE AND ADM NI STRATI ON

Opht hal m ¢ Sol uti on:

Instill one or two drops into the affected eye(s) every four
hours. In severe infections, dosage nay be increased to as much
as two drops every hour.

Ophthal mc Q ntnent:
Apply a small anount (approximately 1/2 inch ribbon) of ointnent
to the affected eye(s) two or three tines a day.

HOW SUPPLI ED

- Est abl i shed nane

-Strength of the dosage form

- Packagi ng

-Speci al handling and storage conditions
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